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Sulfamethazine (SM), an antibacterial
agent, was tested for its effects on reproduc-
tion and fertility in Swiss CD-1 mice using
the RACB protocol (Reel et al., Fundam
Appl Toxicol 18:609-615 [1992]). Data
from a 2-week dose-range-finding study
(Task 1) were used to set exposure concen-
trations for the Task 2 continuous cohabi-
tation study at 0.25, 0.50, and 1.0%. These
concentrations produced average estimated
daily intakes ofapproximately 425, 805,
and 1450 mg/kg/day.
In the Fo generation, two low dose
mice died during Task 2, and one middle
dose group mouse died; the study patholo-
gist did not attribute these deaths to SM
consumption. Body weights and food con-
sumption were not different across groups
duringTask 2.
During Task 2, the high dose group
delivered approximately 20% fewer litters,
and those litters contained approximately
6 live pups compared to 11 pups in
control litters. Adjusted live pup weight
was reduced by approximately 10%.
Additionally, with the exception of the
third litter, all treated groups took 1 to 8
days longer than the controls to deliver
each litter. The effect was greatest at the
high dose.
These reproductive effects prompted
the conduct ofTask 3 to determine the
affected sex, using control and high dose
mice. Approximately 70% ofpairs mated
and delivered live pups in all groups in
Task 3. The groups containing a treated
partner delivered approximately 34 to 40%
fewer pups per litter compared to controls;
adjusted pup weightwas not affected.
After the delivery ofthe crossover litter,
the Fo control and 1% SM mice were
killed and necropsied. Male body weight
was not affected by SM consumption,
although adjusted liver weight was
increased by approximately 35%, and sem-
inal vesicle weight was reduced by approxi-
mately 30%. Sperm end points were
unchanged. Female body weight was
reduced by approximately 10%, while
adjusted liver weight was increased by
approximately 14%. The estrous cycle was
not evaluated in these animals.
No second-generation evaluation was
performed forsulfamethazine.
In summary, consumption of almost
1.5 g/kg/day sulfamethazine by mice
increased liver weight, reduced female
body weight, and reduced fertility ofboth
males and females. Lower levels of con-
sumption were without effect on fertility.
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Summary: NTPReproductive Assessment byContinuous Breeding Study.
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Chemical: Sulfamethazine
CAS#: 57-68-1
Mode of exposure: Feed
Species/strain: Swiss CD-1 mice
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